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DETAILED ACTION 

Priority 

1 . Acknowledgment is made of applicant's claim for priority under 35 U.S.C. 1 19(a)- 
(d) based upon an application filed in Germany on 20 March 2003. A claim for priority 
under 35 U.S.C. 119(aHd) cannot be based on said application, since the United States 
application was filed more than twelve months thereafter 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale In this country, more than one year prior to the date of application for patent In the United 
states. 

3. Claims 1, 2, 5, and 8 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Levin et al. (U.S. Patent 6,168,606). Levin et al. disclose, in the figures, a lancing aid 
comprising a housing with a holding element that interacts with the lancing aid holding 
element when the lancet is positioned in the housing. The needle of the lancing system 
has a tip connected to the body. The needle body comprising a protective portion that 
can be moved relative to the needle and surrounds the tip in a first position, as shown in 
figure 7. The protective portion of the needle (80) and the needle tip are arranged 
relative to one another in a second position (shown as 46 in figure 7). An opening in the 
housing allows the needle to emerge from the lancing system and penetrate the skin. A 
drive mechanism is transferred from a resting position to a lancing position. A blocking 
mechanism, as indicated by 70, is an interaction with the housing that prevents the 
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ejection of the lancet system from the housing. The holding element of the housing 
prevents the holding element of the lancet system from being reinserted into the 
housing, and preventing the reuse of the system. Regarding claim 2, Levin et al. 
disclose a plastic fiber connection as one of the holding elements of the housing that 
prevents the reinsertion and reuse of the lancet system in the housing (col. 3, lines 18- 
29). Regarding claims 5 and 8, the pull-tab (90) and the safety cap (80) located on the 
needle prevent a compressive force from the pull-tab to allow the drive spring to recock 
the needle. Additionally, the interactions of the vertical projections (71 and 72) and the 
lugs (73 and 74) inside the housing prevent the needle from firing prematurely. 
4. Claims 12. 13, 14, 16, 17, and 20 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Ruppert (U.S. Patent 5,152,775). Ruppert discloses a lancet system 
comprising a plurality of needles with a tip. a needle body with a holding element that 
interacts with the holding element of the lancing aid. The needle body is connected with 
the needle in such a manner that at least one protective portion partially surrounds the 
needle tip in the first and second position (figure 2, 38). The protective portion of the 
needle body and needle tip are shown in figure 7 to be spatially separated from one 
another such that the needle tip is releasable by the protective portion of the needle 
body. The blocking mechanism in the needle body is actuated by an interaction with the 
lancing aid and changes the needle body such that after ejection of the lancet system, 
the holding element is prevented from interacting with the holding element of the lancing 
aid when reinserted (col. 5, lines 4- 40). Regarding claim 14, Ruppert discloses the 
protective portion of the needle body is a storage container for many needles (see 
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figures 1a-1c). Regarding claims 16 and 17, part of the blocking mechanism of 
Ruppert's device includes a stripping mechanism (40) that exposes the tip of the needle 
during advancing, and destroys the protective holding element on the needle (col. 5, 
lines 28- 33). This holding element is shaped to the needle itself until it is removed by 
the stripping mechanism. By removing the outer protective holding layer, the shape of 
the Ruppert's needle is changed as it advances in the device, and stripping off the outer 
protective layer reduces the area of the needle. 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this OfTice action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. " 
Patentability shall not be negatived by the manner in which the invention was made. 

6. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

7. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
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under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later Invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

8. Claims 3, 4, and 6 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Levin et al. (U.S. Patent 6,168,606) in view of Morita (U.S. Patent 5,314,442). 
Levin et al. disclose a single-use lancing device with a needle and tip, pre-cocked with a 
safety cap to prevent accidental firing and puncture. Levin et al. fail to disclose more 
than one specific and independently acting holding elements within the lancet system 
and housing. Morita teaches a lancing device with many holding elements, shown as 
107, 122, and 1 13 in figure 5. Morita teaches the first and second lockable means are 
provided to retain the needle within the housing, and prevent it from extending too far 
past the opening of the housing. Regarding claim 6, the blocking mechanism separates 
the holding members, or lugs, when the needle assembly is inserted in the device (col. 
4, lines 33-44). Therefore it would have been obvious to one of ordinary skill in the art 
at the time of the invention to modify the device of Levin et al. to include more holding 
elements or lockable means to secure the needle within the housing and prevent firing 
through the opening. 

9. Regarding claim 4, Levin et al. disclose a needle that is movable between a 
cocked and striking position within the housing. However, Levin et al. fail to disclose a 
needle moveable into a non-firing position. Morita teaches a similar lancing device with 
the needle moveable into a neutral position to while the lockable arms are recovering to 
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an undeformed state (col. 13, lines 42-46). Therefore it would have been obvious to 
one of ordinary skill in the art at the time of the invention to modify the invention of Levin 
et al. in view of the teachings of Morita to maintain the needle assembly in a neutral 
position so that it is further prevented from accidental firing and causing a needlestick 
injury to the user. 

10. Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over Levin et 
al. (U.S. Patent 6,168.606) in view of Ruppert (U.S. Patent 5,152,775). Levin et al. 
disclose the device substantially as claimed, but are silent with respect to a blocking 
mechanism that activates when the lancet system is ejected from the housing. Ruppert 
teaches a slide member that actuates one needle, then is moved to a second position to 
guide another needle assembly, ensuring that the used needle does not re-enter the 
assembly (col. 2, line 65- col. 3, line 33). This important feature in the lancing assembly 
prevents a contaminated needle from entering the assembly and possibly infecting a 
user. Therefore it would have been obvious to one of ordinary skill in the art at the time 
of the invention to modify the device of Levin et al. with the feature of Ruppert to prevent 
contaminated needles from re-entering the lancing system. 

1 1 . Claim 9 is rejected under 35 U.S.C. 1 03(a) as being unpatentable over Levin et 
al. (U.S. Patent 6,168,606) in view of Strong et al. (U.S. Patent 5,423,847). Levin et al. 
disclose the invention substantially as claimed, but fail to disclose a blocking 
mechanism actuated during a lancing operation. Strong et al. teach an interlocking 
mechanism with angulated slots programmed to sense the ejection of a lancet and 
whether the lancet that is in the injector is used or not (col. 3, lines 55-65). This 
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prevents accidental misuse or cross-contamination between patients. Therefore, it 
would have been obvious to one of ordinary skill in the art at the time of the invention to 
include an interlocking mechanism in the device of Levin et al. to prevent accidental 
misuse of contaminated needles. 

12. Claims 10 arid 1 1 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Levin et al. (U.S. Patent 6,168,606) in view of Schraga (U.S. Patent 5,797,942). 
Levin et al. disclose a lancing device, but fail to disclose the protective portion of the 
needle body transferred to the first position, or resting position, during ejection. 
Schraga teaches the protective part of the needle transferred to a resting, or withdrawn 
position, during an ejection phase of the lancing assembly, as shown in figures 5A and 
5B. This features acts to prevent cross contamination of the needles before and after 
ejection of the assembly. Therefore, it would have been obvious to one of ordinary skill 
in the art at the time of the invention to enable the protective part of the needle to move 
during ejection in the device of Levin et al. to prevent accidental misuse or cross- 
contamination of needles. 

13. Claims 15, 18, and 19 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Ruppert (U.S. Patent 5,152,775) in view of Kuhr et al. (U.S. Patent 
6,783,537). Ruppert fail to disclose a lancing device wherein part of the needle body 
comprises a blocking mechanism, and the blocking mechanism of the needle has a 
preset breaking point that breaks when it is ejected from the lancet system. The 
blocking mechanism of Kuhr et al. is a protective sheath (14) over the needle, which 
acts to enlarge the area of the needle. This protective sheath has a predetermined 
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breaking point so that the protective sheath may be cleanly removed from the needle 
(col. 6, lines 22-26). This blocking mechanism is actuated independently of the 
protective portion of the needle body. The protective sheath is preferable in devices 
with many needles, stored in a magazine, and serves to protect the lancet tip from 
bending or contamination, as well as serving to protect the user (col. 6, lines 60-65). 
Therefore, it would have been obvious to one of ordinary skill in the art at the time of the 
invention to include a protective sheath that is easily removable on the device of 
Ruppert. 

Conclusion 

14. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Teo et al. (US 2002/0128608) and Grossman (U.S. Patent 
6,719,771) disclose similar devices of interest. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Marlee C. Foster whose telephone number is (571) 272- 
5072. The examiner can normally be reached on Monday to Friday 8:00am to 4:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on (571) 272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance froni a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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